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V. BimomocTi npo guceprariio

Mosga aguceprarii:

Koau TemaTHYHHUX PYOPHK: 76.31

Tema gucepranii:

1. O6rpyHTyBaHHSI HAYKOBO-METOANYHUX IMiAX0/iB 4O BOOCKOHAJIEHHS MEHEIPKMEHTY SIKOCTI KITiHIYHMX
BUIIPOOYBaHb JIiIKAPCHKUX 3aCO0iB

2. Substantiation of scientific and methodological approaches to improving the quality management of clinical
trials of drugs

Pedepar:

1. InceprauiiiHa po60Ta NPUCBSYE€HA HAYKOBOMY OOIPYHTYBAHHIO METOJUYHUX MiAXOiB IO MEHEI)KMEHTY SIKOCTi
KJIiHIYHUX BUNpoOyBaHsb (KB) sikapcekux 3aco6iB (JI13) mIsIXoM LOCIIIPKEHHS Cy4YaCHOTO CTaHy BIIPOBaJKEHHS
cucreMm ynpasiinHs skicTio (CYS) y KB JI3 B Ykpaini, BOpOBaKe€HHS IPAKTUYHOI METOMKY YIIPABJiHHS PU3UKaMU
1010 SIKOCTi JOCTiI)KEHHS 3 BUKOPUCTaHHAM iHCTpyMeHTy CAPA-1ns1aHyBaHHSI, PO3pOOKMA METOAUYHOTO MigI PYHTS
L7151 po6OTHU 3 YIOCKOHAJIEHHS IIPOBEIeHHSI IPoLieiypyu OTpUMaHHs iHpopmosaHoi 3rogu (13), BusHaueHHS
[epeuKko/ y KOMYHIKaTUBHUX NPOLecax, 0 CYIIPOBOKYIOTh OpraHisallito Ta nposenieHHs: KB Ta po3pobku

IHCTpYMEHTIB 11714 iX [T0[0JIaHHS



2. The dissertation is devoted to the scientific substantiation of methodical approaches to quality management of
clinical trials (CT) of drugs by studying the current state of implementation of quality management systems (QMS)
in CT in Ukraine, introduction of practical methods of risk management for research using the CAPA-planning tool,
development of a methodological basis for work on improving the procedure for obtaining informed consent (IC),
identification of obstacles in the communication processes that accompany the organization and conducting of CT
and development of tools to overcome them
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